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December 19,2003 

Robert E. Bracken, Ph.D- 
hcyfFAood Safety and Security SM 1 

HEps3;, Roan 3BOO4 
$100 m r Branch Parkway 
College Park, MD 20740 

Dear Dr, Bmckett: 

There is a widening gap between ccmsumcr intereot in carbohydrate 
intake and the ability of faod companies to cumrnunicatc this infazmation on 
the food label. To maintain the orderly flov of truthful, nonmisleading 
information to consumers via the food label, Pep&o Me, which today 
includes not only the carbonati bew+iqes that consumers most often 
awociate with the Pepsi name, but also Aquafina~ waters, Frito-Lxy@  
snacka. hopiaura@  Pure Premium@ Juices, Oatorde@ and Prop&@ fitnesr 
drinks and,Quak&‘@  wholegrain and oat-baaed products, urges the Food and 
Drug Administration to take immediate rrteps in exerciee of itz enforcement 
discretion to 8&w for ‘tiuced carbohydram* claims for qualifying products, 

Btcauee Yeduced carbohydrates’ is a nutrient content claim not 
cunently autioA.zed by regulation, a product bearing such claim is 
misbranded pursuant to Section 403(r)(l) of the Federal Food, Drug, and 
co&&ic Act. FDA harp issued several Warning L&ters afCmiixg tMs 
prohibition. Owing, we suspect, to the lack of interest in carbohydrate 
content when the current rules were rwritten in 1993, carbohydrate content 
claims have ru?ver been defined. Prwentily, cwbohydrate content inforrnadon 
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Coxuamer imerest in carbohydrate intake is immedhtc ad p* 
substahtially. while V&OU~ COILBWIW 6umy6 may -k order the 
importance of Cal&S, carbohydzates and fat difbrently, they - key 
nutrient6 of importance to consumer& A PepsiCo Attitude qd usa@! CtUdy 
fn Mey of 2003 fowui 55 percent of conaumerB we* cancernod about and are 
reducing their cartmhydfater. The top three RWJCXLS con6umk-s gave for 
reducing their carbekwdrates were: to lose weight; for avemll heaIr& and 
because carbohydrates are fatten& In a separate mafvey, carbo&dmtcs 
and fat were key nutrients dieters limit in their diet Fpith 42 percent of dieters 
limiting carbohydratw end 24 percent limiting fat. A  rtwiy conducted in 
2002 found that when ati about the impome of claih on labels, ‘good 
source of calcium” topped the list with 46 percent finding it very or extremely 
imporbrlt. ‘law fat,’ l low calcxie,” or ‘low carbohydrate= were irnpomt or 

c&rem& important cltis to 39 percent, 35 pxcent and 26 perent 
rtspcctively, These etudies demonstiate that there is subsbnlial consumer 
interest in mbohydratc intake and this intercet is grow&g. 

A  ‘reduti carbo~drat88’ claidl that highlights 8 food that ~on~z&s at 
least a 25 percent reduction in carb&ydra~ comrparcd to w identiCed and 
fkppropriatc reference food would provide valuable, truthful, and 
noxxniQefbding infWrWion to cansumerr. Existing qulatins that define 
“cnthoh~tcc and provide general princi,plas for pmsentation of relative 
ckims, wodd c~pIuTe that euch info~ation can be provided in a itnilom, 
factual fashbn. &dike the cornpk&y FDA may fan in d-g Tow 
Cmbhydrat88,’ a *reduced carbo~ydrMea” cl&~ is Straightforward. While 
PepsiCo will continue to work with its tmde asBOC&iOnS in developing a 
petition or otkr information that would defme by regulation a wider miverse 
of carbohydrate-r&ted clak~s, we belkuc that a ‘r&u& carb&yd~tes* 
claim can TV sanctioned prith little or no &lay. 

Statements ccnceming the samount and percentage of nuuiente in food 
are authoif;ceb uxadu the existing regulations, TIN? agency ackno~ladgr;a th& 
these statements are generally uvefkal to consumem in pointing out the level 
of a nutritat in the faad, identifying foods that facilitare eanformance to 
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Authorization of a ‘reduced cartihyti*B’ Cl& b ~&33ce drh 
me above-described p6SSElXCt6rS wauld’be f&y consbtmt wi* the -et h 
urhich FDA has dcfmd “reduced’ for other nutimt@. FbA hoa con8iStmtly 
held that %vcn~-five pmcen.t represents the extent of reduction n’ece66~W to 
m&c a ‘lees’ or tu&xcd’ claim for a variety af r6gulat6d nutrknt ckaim8.L (tr 
at 2341). The agency ha6 stated that the t.617116 l le& UW? “rcdkeci’ ahead 
only bc used when a nutrition& 6ignificant reduction in the level of the 
nutriunt haa, been reached ao consuanexs would RCL be canfUsed or kd to 
b&v6 that a product would provide a nutrition&ly significant reduction in 
the 1~~1 of a nutrkmt when it would not. @ . at 2348), FDA hare mifoimly 
concluded that 6 25 percent reduction ia ,qpropriatc for fW6 dckgnatcd a8 
‘E%&W~’ in ~oriCS, %Ugar, @odium, SC, saturated fat and choIistero1. 

This request admnccs a fundame ntal puqx36e of the food label - - 
providing nutrition-related informedon that facilitates informed pumhrrrzin~ 
dc&ons, FDA leadership in taking interim mea8~6s td allow for ‘reduced 
carbohydrates* claims ia central to the agency% ability to maintain regulatory 
oversight in a mstrketplae that haa witnees~ an explosion of intEreat amdng 
axuumma in carbhydrate content, and strong industry response, The 
propo=d actian also allows for factual statements about the reduction in 
carbdaydrate Content in a fashicul consistent with the protzcdonei affarded 
eummcrdd speech by the First Amendment, 

- 4 4 



FROM :N.QLUBOLR - 

- 

i . 

NW. 15 i?001 11:28RM P5 

Robert EL Bracket& Ph.D. 
December 19, 2003 
p-4 

We welcome the tappotilrlnity to provide additional information or to 
diecuss the need for swift action, on “reduced wbohydrates* claims. Thank 
you tar your consideration of this request, 

Sinccwly, 

Vice kesidcnt Nutrition Technology 
PcpeiCo WellWaUd Institute of Nutrition 

Chief-Counsel 
Foods Division 
Pepsi Beverages and Foods 

cc: Mark B. Mc&ellan, M .D., Ph.D. 
Kathleen E&wood v/ 


